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RULES  AND  REGULATIONS 


Title  45— Public  Welfare 

CHAPTER  II— SOCIAL  AND  REHABILITA¬ 
TION  SERVICE  (ASSISTANCE  PRO¬ 
GRAMS),  DEPARTMENT  OF  HEALTH,  ED¬ 
UCATION,  AND  WELFARE 

PART  250— ADMINISTRATION  OF 
MEDICAL  ASSISTANCE  PROGRAMS 

Limits  on  Payments  for  Drugs 

Notice  of  proposed  rule  making  was 
published  in  the  Federal  Register  on 
November  27,  1974  (39  FR  41480), 
amending  the  provisions  governing  the 
upper  limit  for  payment  for  prescribed 
drugs  in  the  Medicaid  program.  The 
notice: 

<  1 )  Specified  that,  for  a  list  of  selected 
multiple  source  drugs,  cost  would  be 
limited  to  the  lower  of  maximum  allow¬ 
able  cost  (MAC)  established  by  a  Phar¬ 
maceutical  Board  appointed  by  the 
Secretary  or  actual  acquisition  cost  plus 
25  percent  of  the  differential  between 
actual  acquisition  cost  and  the  estab¬ 
lished  maximum  allowable  cost; 

(2)  Provided  that  the  upper  limit 
would  be  based  on  cost  plus  a  dispens¬ 
ing  fee,  with  cost  specified  as  actual  ac¬ 
quisition  cost  (AAC) ;  and 

(3 )  Clarified  the  use  of  a  dispensing  fee 
for  drugs  furnished  recipients  of  medi¬ 
cal  assistance  in  long-term  care  facilities 
by  pharmacies  employing  a  unit  dose 
system. 

The  proposed  requirements  conformed 
to  the  November  15,  1974  proposed  regu¬ 
lations  governing  all  departmental  pro¬ 
grams  (39  FR  40302) . 

The  purpose  of  these  regulations  is  to 
prescribe  an  upper  limit  on  payments  in 
the  Medicaid  (title  XIX)  program  for 
selected  multiple -source  prescribed  drugs 
(except  where  otherwise  specified  in 
writing  by  a  physician)  and  to  require 
that  payments  for  other  drugs  prescribed 
under  title  XIX  be  determined  on  the 
basis  of  acquisition  cost  as  estimated  by 
the  State  plus  a  dispensing  fee,  or  the 
provider’s  usual  and  customary  charge  to 
the  general  public,  whichever  is  lower. 
The  basis  of  these  regulations  is  the  Sec¬ 
retary’s  strong  belief  that  such  upper 
limits  will  result  in  substantial  savings 
in  the  title  XIX  program  while  continu¬ 
ing  to  assure  that  high  quality  drugs  are 
available  to  title  XIX  recipients. 

Comments  were  received  from  150  re¬ 
spondents.  The  following  is  a  listing  of 
the  major  areas  of  expressions  of  opinion 
and  the  Department’s  responses : 

Dispensing  Fee 

Comment:  The  regulations  should  re¬ 
quire  dispensing  fee  indexing  for  infla¬ 
tion  (or  regular  updating).  (5  hospitals, 
16  pharmacy  associations,  11  individual 
pharmacists  and  2  State  Medicaid  agen¬ 
cies)  ;  they  should  set  the  fee  at  the  90th 
percentile  <2  pharmacy  associations); 
payment  levels  of  other  third-party 
payors  should  not  be  used  as  a  criterion 
<5  pharmacy  associations) ;  the  dispens¬ 
ing  fee  should  not  be  lower  than  that  paid 
by  other  State,  Federal,  and  third-party 
reimbursement  programs  unless  the  State 
can  provide  data  to  support  a  lower  fee 
(1  pharmacy  association). 


Response:  The  Secretary  has  no  au¬ 
thority  to  establish  a  floor  for  State  re¬ 
imbursement  of  drugs.  The  regulations 
can  only  specify  the  upper  limit  which  a 
State  may  pay. 

Comment:  The  regulations  will  require 
an  increase  in  dispensing  fees  if  the  aver¬ 
age  wholesale  price  is  discarded  for  AAC 
or  MAC.  (9  pharmacy  associations  and 
2  State  Medicaid  agencies). 

Response:  The  regulations  recom¬ 
mend  the  use  of  pharmacy  operational 
data  in  establishing  a  dispensing  fee. 
The  regulations  also  require  the  States  to 
conduct  periodic  surveys  of  pharmacy 
operational  data.  It  is  believed  that  such 
surveys  will  contribute  to  the  efficient  ad¬ 
ministration  of  State  plans  and  it  is  fur¬ 
ther  expected  that  States  will  use  these 
surveys  to  assure  equitable  fees.  It  is  the 
Department’s  intention  to  work  closely 
with  States  in  furnishing  guidance  and 
encouragement  toward  the  objective  of 
having  the  cost  plus  a  dispensing  fee 
represent  equitable  reimbursement. 

Comment:  The  fee  should  be  same  for 
legend  and  non-legend  drugs  (1  hos¬ 
pital  and  2  pharmacy  associations) . 

Response:  The  Secretary  has  no  au¬ 
thority  to  prohibit  States  from  varying 
fees  according  to  legend  and  non-legend 
drugs.  This  is  a  State  decision. 

Comment:  The  term  “Professional 
service  fee”  should  be  used  instead  of 
“dispensing  fee”  and  a  wider  role  given 
professional  pharmacists.  (2  hospitals,  3 
pharmacy  associations,  and  2  individual 
pharmacists) . 

Response:  The  term  “dispensing  fee” 
includes  “professional  services”  and  other 
items,  thus  it  is  a  broader  concept  than 
would  be  indicated  by  using  the  term 
“professional  services.”  The  Department 
advocates  a  wide  role  for  the  pharmacist 
as  a  professional.  However,  the  extent  to 
which  this  is  done  depends  upon  State 
law. 

Comment:  Use  of  a  variable  dispensing 
fee  concept  was  opposed  by  some  (6  phar¬ 
macy  associations,  4  State  Medicaid 
agencies,  4  individual  pharmacists)  and 
advocated  by  others  (7  State  Medicaid 
agencies  and  6  individual  pharmacists). 

Response:  The  method  for  determin¬ 
ing  the  dispensing  fee,  fixed  or  variable, 
is  optional  with  the  State  Medicaid 
agency.  SRS  regulations  encourage  use 
of  a  variable  dispensing  fee  by  providing 
guidance  on  elements  to  be  considered  in 
establishing  such  fees. 

Comment:  Respondents  request  more 
guidance  or  technical  assistance  in  set¬ 
ting  of  a  dispensing  fee.  (5  pharmacy  as¬ 
sociations,  3  State  Medicaid  agencies,  and 
11  individual  pharmacists). 

Response:  Regulations  contain  advice 
and  guidance  on  elements  of  cost  to  be 
considered  in  the  establishment  of  dis¬ 
pensing  fees.  In  addition,  more  detailed 
guides  will  be  issued  after  the  final  pol¬ 
icy  is  published. 

Comment:  The  setting  of  a  variable 
dispensing  fee  will  increase  State  admin¬ 
istrative  or  audit  costs,  and  mechanized 
claims  processing  costs.  (13  State  Medi¬ 
caid  agencies  and  3  individual  pharma¬ 
cies). 


Response:  The  regulations  do  not  man¬ 
date  a  variable  fee.  This  is  optional  with 
States.  Those  States  which  now  employ 
a  variable  fee  have  reported  a  very  mod¬ 
est  administrative  cost  attributable  to  the 
variable  fee. 

Comment:  The  dispensing  fee  should 
include  an  additional  fee  for  claims  proc¬ 
essing  and  special  services  (2  State 
Medicaid  agencies  and  3  individual  phar¬ 
macies). 

Response:  This  is  unnecessary  since 
billing  costs  as  well  as  other  overhead 
costs  are  included  in  the  computation  of 
the  dipensing  fee. 

Comment:  The  method  of  determining 
a  dispensing  fee  should  be  based  on  per¬ 
centage  mark-up  rather  than  on  a  fixed 
fee  basis.  (1  State  Medicaid  agency). 

Response :  This  is  not  acceptable  since 
a  percentage  mark-up  would  be  an  in¬ 
centive  to  use  higher  cost  drug  items  and 
thus  it  would  run  counter  to  the  objec¬ 
tives  of  the  regulations.  A  GAO  study  in 
1966  strongly  recommended  against  this 
method. 

Comment:  The  regulations  should  al¬ 
low  a  dispensing  fee  for  dispensing  phy¬ 
sicians  (1  individual  pharmacist). 

Response:  This  is  an  area  of  State 
discretion.  Medicaid  guidelines  recom¬ 
mend  that  payment  for  drugs  dispensed 
by  physicians  be  limited  to  not  more  than 
the  cost  of  the  drug.  Physicians  are  pro¬ 
fessionals  who  gain  their  livelihood  from 
the  practice  of  medicine.  Accordingly,  it 
may  be  held  that  they  should  not  also 
profit  from  a  pharmacy  practice,  partic¬ 
ularly  when  the  drugs  they  sell  are  also 
prescribed  by  them. 

Comment:  Large  chains  will  set  dis¬ 
pensing  fee  patterns.  (2  individual  phar¬ 
macists). 

Response:  States  are  responsible  for 
setting  dispensing  fees.  The  dispensing 
fee  should  be  ascertained  by  analysis  of 
pharmacy  operational  data  which  in¬ 
clude  such  components  as  overhead,  pro¬ 
fessional  services,  and  profit.  Thus, 
States  may  recognize  differences  in  size 
of  operation  by  setting  variable  fees. 

Unix  Dose  System 

Comment:  The  unit  dose  system  is  ex¬ 
pensive.  (1  hospital,  4  State  Medicaid 
agencies  and  6  individual  pharmacists). 

Response:  Dollar  savings  result  from 
paying  wily  for  drugs  which  are  actually 
consumed.  Savings  also  result  from  re¬ 
duced  personnel  costs  in  long-term  care 
facilities  but  these  may  be  offset  to  some 
extent  by  the  relative  increase  in  the 
dispensing  cost  paid  to  the  pharmacy. 
In  any  case  the  Department  is  not  man¬ 
dating  the  use  of  a  unit  dose  system,  but 
is  merely  specifying  the  reimbursement 
limit  where  such  a  method  is  used. 

Comment:  Clarification  is  needed  to 
define  the  quantity  involved  in  a  unit 
dose  system  (1  hospital,  2  drug  manufac¬ 
turers,  1  pharmacy  association)  and 
State  agencies  should  be  given  technical 
assistance  in  reimbursement  for  a  unit 
dose  system  (2  State  Medicaid  agencies) . 

Response:  Detailed  guides  will  be  is¬ 
sued  on  the  unit  dose  system  after  the 
final  policy  1s  published  and  technical 
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assistance  will  be  provided  to  the  States 
as  necessary. 

Comment:  The  unit  dose  system  should 
be  started  as  a  pilot  program.  (1  State 
Medicaid  agency  and  1  individual  phar¬ 
macist) 

Response:  If  a  State  wishes  to  insti¬ 
tute  the  system  as  a  pilot  program,  it  may 
do  so. 

Comment:  If  reimbursement  under  a 
unit  dose  system  is  only  for  medication 
consumed,  unconsumed  medication  may 
result  in  loss  for  the  pharmacist.  (2  phar¬ 
macy  associations) . 

Response:  The  term  “unit  dose”  means 
just  that.  Unconsumed  medication  will 
be  returned  to  the  pharmacist. 

Comment:  The  unit  dose  system  does 
not  eliminate  medication  errors.  (1  in¬ 
dividual  pharmacist) . 

Response:  States  which  have  insti¬ 
tuted  a  unit  dose  system  have  found 
that  there  are  fewer  medication  errors, 
a  closer  monitoring  of  drug  intake,  and 
fewer  drug  interactions. 

Physician  Certification  of  Need  for 
Specific  Drug 

Comment:  The  regulations  ignore  the 
fact  that  physicians  do  not  have  a  con¬ 
tractual  relationship  to  State  programs 
and  should  not  be  required  to  justify  their 
prescribing  (1  medical  association) . 

Response:  Physicians  do  have  a  con¬ 
tractual  arrangement  with  State  pro¬ 
grams  (Section  1902(a)  (27)  of  the  So¬ 
cial  Security  Act  requires  a  provider 
agreement  between  a  State  agency  and 
each  provider  who  participates  in  the 
program).  However,  this  is  irrelevant. 
Although  physicians  should  not  be  forced 
to  “justify"  prescribing,  it  is  necessary 
to  have  certification  of  the  need  for  a 
specific  brand  name  drug  in  order  to 
achieve  the  purpose  of  the  policy  said  to 
enable  the  States  to  monitor  its  imple¬ 
mentation. 

Comment:  The  regulations  fail  to  out¬ 
line  form  of  certification,  to  whom  cer¬ 
tification  would  be  made,  and  by  whom 
certification  would  be  reviewed  (1  phar¬ 
macy  association) ,  and  whether  “blanket 
approval  or  disapproval  of  certification 
will  be  allowed”  (1  medical  association), 
and  fail  to  provide  for  monitoring  of  re¬ 
quirement.  (1  medical  association). 

Response :  The  method  of  certification 
has  been  left  largely  to  the  States,  since 
Medicaid  programs  vary  in  specific  ad¬ 
ministrative  procedures  from  State  to 
State.  A  “blanket”  approach  to  certifica¬ 
tion  is  unacceptable  since  this  would  cir¬ 
cumvent  the  objectives  of  the  policy. 
States  have  the  responsibility  of  moni¬ 
toring  the  implementation  of  the  policy, 
and  may  use  whatever  methods  are  most 
effective. 

Comment:  Suggested  changes  in 
waiver  requirement  include  that  pre- 
scriber  simply  check  on  the  prescription 
blank  if  a  specific  brand  is  needed  (1 
medical  college) ;  waiver  be  in  prescrib- 
er's  handwriting,  personally  signed  and 
transmitted  in  duplicate  to  pharmacy  (1 
medical  association) ;  the  physician  cer¬ 
tify  the  reason  for  dispensing  a  specific 
brand  (1  medical  association) ;  regula¬ 
tions  provide  greater  specificity  of  cer¬ 


tification  statement  (1  pharmacy  asso¬ 
ciation)  . 

Response:  A  procedure  for  checking  a 
box  on  a  form  will  not  constitute  an 
acceptable  certification  since  there  must 
be  evidence  that  a  physician  has  made  a 
determination  in  each  case.  The  Depart¬ 
ment  agrees  that  the  waiver  should  be  in 
prescriber’s  own  handwriting,  and  per¬ 
sonally  signed  and  transmitted  to  the 
pharmacist.  States  must  be  required  to 
allow  physicians  to  exercise  medical 
judgment  in  prescribing  drugs.  The  form 
and  procedure  for  the  certification  shall 
be  prescribed  by  the  State. 

Comment:  The  requirement  removes 
the  physician’s  right  to  select  a  drug  (1 
hospital) ;  the  certification  requirements 
are  too  restrictive  (1  drug  manufac¬ 
turer)  ;  the  regulations  should  not  re¬ 
quire  generic  drugs  unless  prescribed  by 
the  physician  (1  medical  association) ; 
the  regulations  would  require  each  pre- 
scriber  to  test  all  available  brands  in 
order  to  certify  a  particular  brand  as  the 
only  one  effective  for  a  specific  patient 
(1  medical  association) ;  or  the  physician 
is  forced  to  certify  that  all  other  drugs 
are  unsuitable  (1  drug  manufacturer). 

Response:  There  is  only  a  requirement 
for  certification  by  the  prescribing  phy¬ 
sician  of  the  necessity  for  a  specific 
brand  in  the  physician’s  medical  judg¬ 
ment.  The  language  in  the  final  regula¬ 
tions  has  been  modified  to  respond  to 
these  objections  as  follows:  “*  •  *  except 
that  such  limitations  shall  not  apply  in 
any  case  where  a  physician  certifies  in 
writing  that  in  his  medical  judgment  a 
specific  brand  is  medically  necessary  for 
a  particular  patient.  An  example  of  an 
acceptable  certification  would  be  the 
notation  ‘brand  necessary.’  ” 

Comment:  The  requirement  jeopar¬ 
dizes  the  quality  of  care  (1  drug  manu¬ 
facturer)  and  it  Interferes  with  the  phy¬ 
sician — patient  relationship  (1  medical 
association  and  1  drug  manufacturer) . 

Response :  There  is  no  prohibition 
against  a  physician  exercising  his  medi¬ 
cal  judgment  in  prescribing  specific 
drugs.  There  is  only  a  requirement  for 
certification  of  the  necessity. 

Maximum  Allowable  Cost 

Comment:  The  Department  should 
implement  MAC  on  a  pilot  or  test  basis 
(1  hospital,  2  pharmacy  associations,  1 
individual  pharmacist) ;  give  physicians 
price  information  for  voluntary  use  in¬ 
stead  of  establishing  a  MAC  ( 1  pharmacy 
association) ;  allow  States  to  establish 
their  own  MAC/AAC  systems  (9  State 
Medicaid  agencies) ;  use  MAC  regula¬ 
tions  as  a  guideline  (4  State  Medicaid 
agencies) ;  base  MAC  system  on  a  volun¬ 
tary  basis  using  Federal  information  on 
bioavailability  (1  State  Medicaid 
agency) . 

Response:  This  would  negate  the  cost 
containment  purpose  of  implementing 
this  policy  in  the  Department’s  pro¬ 
grams,  including  Medicaid.  In  addition 
to  the  MAC  requirement,  comparative 
price  Information  will  be  disseminated 
to  physicians. 


Comment:  MAC  concept  prevents  pru¬ 
dent  buying  (3  hospitals  and  3  individ¬ 
ual  pharmacies) . 

Response:  MAC  encourages  prudent 
buying  and  hopefully  this  will  influence 
prices  in  the  private  sector. 

Comment:  MAC  is  a  form  of  govern¬ 
ment  price  control  for  one  industry  (2 
hospitals,  1  pharmacy  association,  1 
State  Medicaid  agency) . 

Response:  This  is  not  government 
price  control  of  the  drug  industry;  it 
represents  an  attempt  to  achieve  sub¬ 
stantial  savings  to  the  taxpayer  in  the 
cost  of  government-purchased  drugs 
without  lowering  the  quality  of  health 
care. 

Comment:  MAC  will  lower  drug  qual¬ 
ity  (2  hospitals,  6  pharmacy  associa¬ 
tions,  4  individual  pharmacies  and  2  citi¬ 
zens)  . 

Response:  No  drug  will  be  proposed  for 
a  maximum  allowable  cost  limitation  for 
which  FDA  advisor  delay  on  the  basis  of 
quality  considerations.  The  MAC  will  be 
set  by  a  Pharmaceutical  Reimbursement 
Board  made  up  of  government  drug  ex¬ 
perts  and  non-government  advisory 
panel.  FDA  will  first  review  drugs  for  any 
pending  regulatory  problems  and  prob¬ 
lems  of  biological  equivalence.  MAC  will 
not  force  pharmacists  to  dispense  the 
least  costly  drug  on  their  shelves.  There 
will  be  a  number  of  established  sup¬ 
pliers  for  any  listed  drug  under  this  pro¬ 
gram. 

Comment:  MAC  restricts  freedom  of 
choice  by  the  patient  (1  medical  service 
provider  organization) . 

Response:  In  the  Medicaid  program, 
the  patient  has  the  freedom  of  choice  of 
providers.  For  patients  both  in  Fed- 
erally-reimbursable  programs  and  in 
the  private  sector,  it  is  the  physician  who 
prescribes  their  medication.  Multiple 
source  drugs  under  MAC  will  all  be  pre¬ 
scribed  drugs.  There  is  no  interference 
with  the  patient’s  right  to  select  his 
pharmacy. 

Comment:  The  regulations  are  un¬ 
necessary  and  vague  (3  drug  manufac¬ 
turers  and  3  pharmacy  associations). 

Response:  The  regulations  are  neces¬ 
sary  to  achieve  the  Department’s  goals 
regarding  expenditures  for  drugs.  The 
final  regulations  have  been  clarified  in 
several  respects.  There  will  be  more 
specific  Information  published  in  guide¬ 
line  material. 

Comment:  There  is  a  need  for  different 
MAC  prices  for  different  kinds  of  phar¬ 
macies,  for  example,  hospital  pharma¬ 
cies,  chain  pharmacies,  or  individually 
owned  pharmacies  (1  pharmacy  associa¬ 
tion)  . 

Response :  MAC  is  the  upper  limit  on  a 
nationwide  basis.  However,  cost  is  lim¬ 
ited  to  the  lower  of  estimated  acquisition 
cost  or  maximum  allowable  cost.  If  the 
provider’s  cost  differs  for  the  different 
kinds  of  pharmacies  mentioned,  the  pay¬ 
ment  would  vary  accordingly. 

Comment:  A  system  is  needed  for  ade¬ 
quate  payment  when  AAC  exeeds  MAC. 
(1  pharmacy  association) . 

Response:  The  Pharmaceutical  Reim¬ 
bursement  Board  will  collect  price  data. 
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publish  and  periodically  revise  Maximum 
Allowable  Cost  limitations  on  the  reim¬ 
bursement  of  multiple-source  drug  costs 
in  Departmentally -supported  health  pro¬ 
grams. 

Comment:  Third  party  data  should 
not  be  used  in  establishing  MAC/AAC. 

<  1  individual  pharmacy) . 

Response:  The  final  regulations  have 
been  modified  to  eliminate  this  criterion. 

Comment:  MAC  drugs  may  not  be 
available  at  the  MAC  price.  (2  individual 
pharmacists) . 

Response:  The  Department  will  limit 
cost  reimbursement  for  multiple  source 
drugs  to  the  lowest  cost  at  which  chemi¬ 
cally  equivalent  drugs  are  “generally 
available;”  that  is,  marketed  so  as  to  be 
widely  and  consistently  available  to  pro¬ 
viders  in  the  United  States. 

Comment:  Objects  to  removal  of  phy¬ 
sician  choice  of  drug.  (1  citizen). 

Response:  There  is  not  prohibition 
against  a  physician  exercising  his  medi¬ 
cal  judgment  in  prescribing  specific 
drugs.  There  is  only  a  requirement  for 
certification  of  the  medical  necessity. 

Comment:  The  MAC  program  adds  to 
inflation  of  drug  costs.  (1  citizen). 

Response:  The  MAC  program  is  de¬ 
signed  to  do  the  reverse.  It  contains  costs 
in  the  purchase  of  drugs  in  Departmental 
programs  and  will  tend  to  reduce  prices. 

Comment:  The  Federal  government 
will  be  unable  to  obtain  true  price  data 
in  order  to  set  MAC  prices.  (1  pharmacy 
association  and  1  individual  pharmacy) . 

Response :  Sources  for  price  data  will  be 
available  from  both  the  public  and  pri¬ 
vate  sector.  In  addition  to  the  establish¬ 
ment  of  a  Departmental  Pharmaceutical 
Reimbursement  Board,  there  will  be  a 
Pharmaceutical  Reimbursement  Advi¬ 
sory  Committee  which  will  provide  ad¬ 
vice  and  technical  assistance  to  the 
Board.  Opportunities  will  be  provided  for 
individuals  and  organizations  to  submit 
relevant  drug  price  information,  revi¬ 
sions  of,  and  deletions  from  the  MAC  list, 
offer  comments,  and  participate  in  hear¬ 
ing  on  proposed  MAC  limits. 

Actual  Acquisition  Cost 

Comment:  MAC/AAC  will  increase 
State  audit  and  administrative  cost  (4 
State  Medicaid  agencies  and  4  individual 
pharmacies)  and  will  increase  cost  to 
State  for  changes  to  mechanized  claims 
processing  systems  (18  State  Medicaid 
agencies).  (6  individual  pharmacists,  3 
drug  manufacturers  and  1  hospital) . 

Response:  The  requirement  on  cost  has 
been  changed  from  actual  acquisition 
co6t  to  estimated  acquisition  cost,  that  is 
“the  State’s  closest  estimate  of  the  price 
generally  and  currently  paid  by 
providers.” 

To  aid  the  States  in  making  their  price 
estimates,  the  Department  will  make 
available  information  on  a  current  basis 
on  acquisition  costs  of  the  most  frequent¬ 
ly  purchased  package  size  of  drugs.  These 
data  will  cover  the  majority  of  the  most 
frequently  prescribed  drugs. 

Since  prices  paid  by  pharmacies  vary 
significantly  with  size  of  the  operation, 
the  States’  estimate  of  acquisition  co6t 
will  more  closely  approximate  actual 


transaction  prices  if  sales  volume  of  the 
participating  providers  can  be  taken  into 
account.  Therefore,  the  data  furnished 
by  the  Department  will  be  broken  down 
by  size  of  provider  according  to  sales 
volume  of  prescription  drugs.  To  estimate 
acquisition  cost  by  size  of  provider,  the 
State  will  need  to  obtain  pharmacy  sales 
volumes  of  prescription  drugs. 

In  reviewing  State  operations,  the 
Department  will  encourage  and  expect 
the  States  to  make  their  estimates  of 
acquisition  costs  with  as  much  precision 
as  possible  consistent  with  the  cost  data 
furnished  by  the  Department. 

The  effective  date  of  these  regulations 
will  be  April  26,  1976  in  order  to  be  cer¬ 
tain  that  price  data  from  the  Department 
will  be  available  well  in  advance  and  that 
the  States  will  have  adequate  lead  time 
to  implement  the  provisions.  In  addition, 
between  the  date  of  publication  and  the 
effective  date,  the  Department  plans  to 
provide  technical  assistance  and  train¬ 
ing  to  the  States. 

Comment:  Respondents  object  to  AAC; 
prefer  AWP  (2  pharmacy  associations, 

3  State  Medicaid  agencies,  13  individual 
pharmacists,  1  citizen  and  1  drug  manu¬ 
facturer)  .  Pharmacy  income  will  be  low¬ 
ered  because  reimbursement  is  not  based 
on  AWP.  (7  individual  pharmacies) . 

Response:  As  stated  in  the  preamble 
to  the  proposed  regulations,  AWP  data 
are  frequently  inflated.  The  purpose  of 
the  proposed  regulations  was  to  achieve 
savings.  The  final  regulations  have  been 
modified  to  take  into  account  some  of 
the  administrative  problems  of  States  in 
determining  AAC.  - 
Comment:  AAC +25%  is  too  low  an 
incentive  for  prudent  buying  (1  medical 
service  provider  organization,  10  indi¬ 
vidual  pharmacists,  2  hospitals) ;  AAC 
+50%  or  75%  is  recommended  (1  phar¬ 
macy  association,  1  State  Medicaid 
agency,  2  individual  pharmacists  and  2 
hospitals).  AAC +25%  incentive  dis¬ 
courages  large  inventories  (1  pharmacy 
association) . 

Response:  The  comments  indicated 
that  there  was  widespread  misunder¬ 
standing  of  this  provision  on  the  part  of 
both  providers  and  States.  Since  the 
possible  advantages  of  this  provision 
seem  to  be  outweighed  by  the  disadvan¬ 
tages  attributed  to  its  complexity,  the 
25%  incentive  is  being  eliminated.  In 
addition,  the  modification  from  actual 
acquisition  cost  to  estimated  acquisition 
cost  and  the  imposition  of  another 
parameter — the  provider’s  usual  and  cus¬ 
tomary  charge  to  the  general  public — to 
the  upper  limit  would  add  to  the  com¬ 
plexity  of  a  percentage  incentive. 

Comment:  AAC  +  25%  will  result  in 
the  purchase  of  lower  quality  drugs  be¬ 
cause  providers  will  attempt  to  buy  at 
the  lowest  cost  in  order  to  maximize  the 
differential  at  the  sacrifice  of  quality  (2 
pharmacy  associations,  1  State  Medicaid 
agency,  5  pharmacists,  1  hospital) . 

Response:  The  Department  has  con¬ 
fidence  in  the  professional  judgment  of 
pharmacists  and  believes  they  will  select 
quality  products.  Additionally,  the  final 
regulations  eliminate  the  25%  incentive. 


Comment:  AAC  will  cause  pharmacy 
losses  (5  pharmacy  associations  and  4 
Individual  pharmacists)  and  may  reduce 
pharmacy  participation  (4  State  Med¬ 
icaid  agencies  and  2  individual  pharma¬ 
cists). 

Response:  This  does  not  seem  to  have 
happened  In  those  States  which  use 
variations  of  AAC.  Pharmacies  appear 
to  be  satisfied  and  participation  in  the 
program  is  in  force.  In  addition,  in  the 
final  regulations  actual  acquisition  cost 
has  been  changed  to  estimated  acquisi¬ 
tion  cost. 

Comment:  Increase  U.R.  activities  In 
place  of  MAC/AAC  system.  (1  pharmacy 
association,  3  State  Medicaid  agencies, 

3  drug  manufacturers  and  1  pharmacy 
association) . 

Response:  Medicaid  has  a  requirement 
for  utilization  control  for  all  its  services, 
including  drugs,  which  is  in  force  apd 
will  be  continued.  The  concept  of  utiliza¬ 
tion  review  is  concerned  with  appropriate 
usage  of  services.  One  is  not  a  substitute 
for  the  other.  The  final  policy  will  achieve 
an  added  savings  to  the  taxpayers. 

Comment:  ACC  is  difficult  to  deter¬ 
mine  because  of  a  variety  of  methods  of 
purchase  (3  pharmacy  associations,  1 
State  Medicaid  agency  and  2  Individual 
pharmacies). 

Response:  The  final  regulations  have 
been  modified  to  take  into  account  some 
of  the  administrative  problems  of  States 
in  determining  AAC. 

Comment:  The  enforcement  of  MAC/ 
AAC  concept  is  unworkable  (1  pharmacy 
association,  9  State  Medicaid  agencies, 
1  individual  pharmacist  and  1  citizen). 

Response:  The  administrative  difficul¬ 
ties  have  been  recognized  and  the  regu¬ 
lations  have  been  modified. 

Comment:  AAC  favors  large  chains  (4 
individual  pharmacists  and  1  State 
Medicaid  agency). 

Response:  Average  wholesale  prices 
are  frequently  inflated  and  large  pur¬ 
chasers  can  take  advantage  of  buying  in 
bulk,  deriving  greater  profit — thus  the 
use  of  estimated  acquisition  cost  would 
correct  this  inequity. 

Comment:  The  definition  of  AAC  is 
unclear  (1  State  Medicaid  agency). 

Response:  The  final  regulations  are 
being  modified  and  clarified. 

Comment:  State  anti -substitution  laws 
are  a  problem  (2  pharmacy  associations 
and  1  individual  pharmacist,  1  State 
Medicaid  agency). 

Response:  There  is  no  conflict  with 
State  anti-substitution  laws.  These 
regulations  in  no  way  change  the  imple¬ 
mentation  of  these  laws.  Unless  the  State 
law  permits  substitution,  this  regulation 
does  not  make  it  possible  for  a  phar¬ 
macist  to  substitute  a  drug  for  the  one 
prescribed  by  the  physician. 

Comment:  The  requirement  should  be 
limited  to  the  lower  of  cost  plus  dispens¬ 
ing  fee  or  the  charge  to  the  general  pub¬ 
lic  (3  pharmacy  associations,  8  individ¬ 
ual  pharmacies,  5  State  Medicaid  agen¬ 
cies)  .  Recommends  lesser  of  MAC  or  cost 
of  drug  from  lowest  price  source  consist¬ 
ently  available  (8SA  approach) .  (2  State 
Medicaid  agencies) . 

Response:  The  final  regulations  have 
been  modified  to  reflect  the  comments 
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regarding  this  concept.  Reimbursement 
must  be  limited  to  the  lower  of  cost  plus 
a  dispensing  fee  or  the  provider’s ‘usual 
and  customary  charge  to  the  general 
public. 

Comment:  AAC  regulations  should  be 
implemented  at  Federal  rather  than 
State  level  (1  pharmacy  association). 

Response:  Medicaid  is  a  State-admin¬ 
istered  program  and  it  is  the  State’s  re¬ 
sponsibility  to  implement  the  regulation. 

Comment :  Respondents  want  States  to 
determine  the  method  of  payment  based 
on  MAC/ AAC  guidelines.  (2  State  Medic¬ 
aid  agencies) . 

Response:  Since  there  are  53  States 
and  jurisdictions  in  the  Medicaid  pro¬ 
gram,  gathering  data  for  a  MAC  pro¬ 
gram  would  be  costly  and  time-consum¬ 
ing.  It  would  be  more  efficient  to  gather 
such  data  at  the  Federal  level. 

Accordingly,  the  regulations  as  modified 
are  hereby  adopted  and  are  set  forth 
below. 

(Sec.  1102,  49  Stat.  647  (42  U.S.C.  1302);  Sec. 
224(C),  Pub.  L.  92-603,  86  Stat.  1395  (42 
U.S.C.  1396(b)  (i)  (1) ;  Sec.  237(b) ,  Pub.  L.  90- 
248,  81  Stat.  911,  as  amended  (42  U.S.C.  1396 
a(a)(30),  as  amended);  Sec.  121(a),  Pub.  L. 
89-97,  79  Stat.  344,  as  amended);  (42  U.S.C. 
1396a (a)  (4),  as  amended) ) . 

Section  250.30(b)(2)  of  Part  250, 
Chapter  II,  Title  45,  Code  of  Federal 
Regulations,  is  revised  as  set  forth  below : 

§  250.30  Reasonable  charges. 

*  •  *  *  * 

(b)  Upper  limits.  *  *  * 

(2)  Drugs.  The  upper  limit  for  pay¬ 
ment  for  prescribed  drugs — whether 
legend  items  (for  which  a  prescription  is 
required  under  Federal  law)  or  non¬ 
legend  items — shall  be  based  on  the  lower 
of  the  cost  of  the  drug  (as  determined  in 
accordance  with  paragraph  (b)  (2)  (ii)  or 
(iii)  of  ths  section)  plus  a  dispensing  fee 
established  by  the  State,  or  the  provider’s 
usual  and  customary  charge  to  the  gen¬ 
eral  public. 

(i)  In  establishing  the  dispensing  fee. 
States  should  take  into  account  the  re¬ 
sults  of  surveys  of  costs  of  pharmacy 
operation.  States  shall  periodically  con¬ 
duct  such  surveys  of  pharmacy  opera¬ 


tional  data  including  such  components 
as  overhead,  professional  services  and 
profits. 

(a)  The  dispensing  fee  may  vary  ac¬ 
cording  to  the  size  and  location  of  the 
pharmacy  and  according  to  whether  the 
dispensing  is  done  by  a  physician  or  by 
an  outpatient  drug  department  of  an 
institution  and  according  to  whether  the 
drug  is  a  legend  or  a  non-legend  item. 

(b)  The  dispensing  fee  may  also  vary 
for  prescribed  drugs  furnished  to  title 
XIX  recipients  in  an  institutional  set¬ 
ting  by  a  pharmacy  employing  a  unit  dose 
system.  In  such  instances  the  dispensing 
fee  may  be  either:  (.1)  An  amount 
added  to  the  cost  of  each  unit  dose  fur¬ 
nished  by  the  pharmacy  or  (2)  a  daily 
or  monthly  capitation  rate  per  resident 
for  whom  prescribed  drugs  are  being  fur¬ 
nished.  In  either  case,  the  dispensing  fee 
is  added  to  the  ingredient  cost  of  the 
prescribed  drug  which  is  actually 
consumed. 

(ii)  For  each  multiple  source  drug 
designated  by  the  Pharmaceutical  Reim¬ 
bursement  Board  and  published  in  the 
Federal  Register,  cost  will  be  limited 
to  the  lowest  of  (a)  the  maximum  allow¬ 
able  cost  established  by  the  Board  for 
such  drug,  and  published  in  the  Federal 
Register,  or  (b)  the  estimated  acquisi¬ 
tion  cost  (as  defined  in  paragraph  (b)(2) 

(iii)),  or  (c)  the  provider’s  usual  and 
customary  charge  to  the  general  public; 
except  that  such  limitation  shall  not 
apply  in  any  case  where  a  physician  cer¬ 
tifies  in  his  own  handwriting  that  in  his 
medical  judgment  a  specific  brand  is 
medically  necessary  for  a  particular  pa¬ 
tient.  The  form  and  procedure  for  the 
certification  shall  be  prescribed  by  the 
State.  An  example  of  an  acceptable  cer¬ 
tification  would  be  the  notation  “brand 
necessary.”  A  procedure  for  checking  a 
box  on  a  form  will  not  constitute  an  ac¬ 
ceptable  certification.  At  the  discretion 
of  the  State,  the  certification  may  be 
retained  by  the  provider  rather  than  sub¬ 
mitted  with  the  claim  form  with  the  un¬ 
derstanding  that  it  will  be  available  for 
inspection  by  the  State  and  by  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare. 


(iii)  For  all  other  prescribed  drugs, 
cost  shall  not  exceed  an  upper  limit  es¬ 
tablished  by  the  State.  This  shall  be  the 
State’s  closest  estimate  of  the  price  gen¬ 
erally  and  currently  paid  by  providers. 
Such  estimates  shall  be  based  on  the 
package  size  of  drugs  most  frequently 
purchased  by  providers.  To  aid  States  in 
making  cost  estimates,  the  Department 
will  make  available  information  on  a 
current  basis  on  acquisition  costs  of  the 
most  frequently  purchased  package  size 
of  drugs.  These  data  will  cover  the  ma¬ 
jority  of  the  most  frequently  prescribed 
drugs. 

(iv)  The  upper  limits  governing  reim¬ 
bursement  by  State  agencies  to  providers 
of  prescribed  drugs  specified  in  this  sec¬ 
tion  shall  also  apply  in  cases  where  pre¬ 
scribed  drugs  are  furnished  as  part  of 
skilled  nursing  facility  or  intermediate 
care  facility  services  or  under  prepaid 
capitation  arrangements.  Contracts  be¬ 
tween  the  State  agency  and  the  under¬ 
writer,  carrier,  foundation,  health  main¬ 
tenance  organization  or  other  insurers 
containing  the  terms  of  such  prepaid 
capitation  arrangements  shall  include  a 
provision  imposing  the  same  upper  lim¬ 
its  for  reimbursement  or  prescribed  drugs 
as  are  imposed  by  paragraph  (b)(2)  of 
this  section  on  the  State  agency. 

Effective  Date :  These  regulations  shall 
be  effective  on  April  26,  1976. 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  No.  13.714,  Medical  Assistance  Program) 

(It  is  hereby  certified  that  we  have  evaluated 
the  inflationary  impact  of  the  MAC  Regula¬ 
tions  In  accordance  with  the  requirements 
of  Executive  Ofrder  11821  and  OMB  Circular 
A-107.  We  find  that  the  regulations  do  not 
have  inflationary  impact.  Therefore,  an  in¬ 
flation  impact  statement  is  not  required) 

Dated:  August  5, 1975. 

John  A.  Svahn, 

Acting  Administrator.  Social 
and  Rehabilitation  Service. 

Approved:  August  8,  1975. 

Caspar  W.  Weinberger, 

Secretary. 

[FR  Doc.75-21460  Filed  8-14-75:8:45  am] 
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